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Poreword

Subdivision I describes procedures for applying for, and testing under,
the Experimental Use Permits required by the Federal Insecticide, Fungicide
and Rodenticide Act (FIFRA). It is a non-regulatory companion to 40 CFR
Part 158, Data Requirements for Registration. Public comment on Sabdivi-
sion I has been taken in a series of public meetings the last of which
wvag held in July 1982. Data requirements established by 40 CFR Part 158
are discussed in Subdivision I so that it can be read as a complete
package and so that Experimental Use Permit application and testing
,ptocednrescanbcexphinedinthej:prope:mtett.
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I. ORGANIZATION AND PHILOSOPHY OF SUBDIVISION I

Subdivision I has been organized into three series of sectionms.
The first section series (110) deals with general aspects of permits:
scope and intent, definitions, type of testing, and use of cancelled/
suspended pesticides. The second section series (111l) cutlines the
specific procedures pertaining to the issuance and use of permits.
This includes: labeling and permit requirements; information con-
cerning permit issuance; program surveillance; importation of pesti-
cides; nonissvance and revocation of permits; and publication of
notices of permit issuance in the Federal Register. The third sec-
tion series (112) outlines data requirements (as found in the pro-
posed 40 CFR Part 158 which will be published in fipal form in 1983)
for cbtaining a permit. ' :

Ao rals

1. Scope and intent. The scope of these guidelines covers
both the testing of a pesticide by any person for the purposes of
) gathering data necessary to register it under FIFRA sec. 3, and the
= \mﬂng of a pesticide by public or private research agencies or
) educational institutions for the purpose of experimentation. This
\ experimentation may be agriculbural or non—-agricultural in- pature.
Y The intent of these gquidelines ia to provide meaningful instructions
i - on the specific data requirements for obtaining an experimental use
permit, and to allow for the testing of experimental pesticides
while protecting the environment. '

2. Definitions. Definitions of terms for these guidelines
are the same as those found in Part 172, with two additions: the
phrase "public or private research agency or educational institution®
and the term "experimental program® are defined for the first time.

3. Testing requiring a permit. Section 110-3 describes
those instances when an experimental use permit is required. It
also points out exceptions to the requirement for an experimental
use permit, with particular emphasis on a substance or mixture of
substances being field tested for pesticidal value.

4. Instructions, labeling, and limitations for pesticides not
requiring a permit. Section 110-4 provides labeling suggestions
for products which d& not require a permit. Compliance with these
suggestions would help to ensure that substances being shipped for
purposes outlined in paragraph (b} of § 110-3 are not labeled in
such a way that they could become an object of enforcement action
for failure to comply with the regquirements of FIFRA. -
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5. Testing with cancelled and suspended pesticides. Section
110-5 describes the instances when cancelled or suspended pesticides
- and pesticides which are under intensive Agency review for risks and

benefits can be used under a permit.

'B:‘. Procedures. v

© = ls General. ' Section’ 111-1 details ‘the farmat for suhnisszon

of an application for an experimental use permit as outlined on EPA
Porm 8570-17, "Application. for Experimental Use Permit,™ and clarifies
points often misunderstood in the past. In addition, it outlines

the review process for. experimental use pemi*.:s and the referencinq
Of data.

' Paragraph (b) of § 111-1 explains the l20-day review period
mandated by sec. 5(a) of FIFRA. The Agency will attempt to review
all applications for experimentai use permits within 120 days of
receipt. Requests which have been denied may be resubmitted when
deficiencies are corrected. Permit requests relying on a pesticide
petition for a tolerance, which takes longer than 120 days to review,
can be approved prior to the issuance of a tolerance or temporary
tolerance with the understanding that the crop will be destroyed if
for some reason the tolerance is not established.

Paragraph (d) of § 111-1 discusses hmr to reference data in
support of an experimental use permit. The time restraint placed on
the Agency in reviewing experimental use permits makes it mandatory
that referenced data be located as quickly as possible.

2. ILabeling. Section 1l1-2 describes the types of labeling
which can be used under an ~experimental use permit. When labeling
requirements for regisu:ation are applicable to pesticides used under :
experimental use permits, Subdivision H of the guidelines is referenced.
© This section explains when supplemental labeling may be used and
- points out the necessary information which is required tc appear on
a supplemental label. It also .ocutlines the use of the experimental
ptogram as directions for use..

3. W‘ The types of information requested
in connection with an experimental program are delineated in greater
detail in Section 11.1—3.

- Permt. Section 111-4 explains the requirements and proce-
dures governing permit issuance, amendment, extension, renewal, and
the maintenance of records. This paragraph also states that a
request for a time extension/renewal of a pesticide petition (no
additional quantity) doa not reguire a fee.

5. Importation of pesticides. Section 111-5 e.xplams
reqm.rments relating to the importation of technical material amnd
formmlated products for use under an experimental use permit.
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6. Program surveillance. The requirements in § 111-6 are
essentially the same as those in § 172.8 of the regqulations, except
that the wording is more explicit. This section points cut who is
responsible for supervising an experimental program under a permit,
the types of information to be submitted, when the information is to
be submitted, and to whom it is to be submitted.

7. Refusal to issue, and revocation. Section 111~-7 explains
the procedures to be followed when the Agency refuses to iasue a
perxit or revokes a permit. This section describes a new procedure
which allows the applicant the right to request that reasons put
forthintherefusalcfapemi*hem&iﬁedordimisse&duet&the
properties of the pesticide chemical, its proposed use pattern, or
other extemmating circumstances. In the event that an applicant -
wishes to contest a refusal to issue a permit or to contest a revo-
cation of a permit, he is required, within twenty days after receipt
of such written notification, to f£ile a written request with the
Administrator requesting an opportunity’ to confer with the Admini-
strator or his designee. The Administrator will then provide the

applicant with an opportunity to offsr a writtea statement of

facts, explanaticns, and arguments relevant to the permit refusal
or revocation. Within twenty days after the conclusion of a con-
~ ference, the Administrator will nctify the affected applicant of
his final ﬁecisica. ‘

8e- ‘Publication. Section 111-8 contains the same requirements
as appear in § 172.11 of the regulations, btut with elaboration and
ciarification. The Administrator will publish notice in the Federal
Register of receipt of those applications for pemits whic!: may be
of regional or national significance. BHe will give prcnp!: notice in
the Federal Register of the issuance of an experimental use pemit.
Betenuna.tmn of .whether or pot a permit is of regzonal or national
significance can _be based on several factors. These inclu&e the
acreage which is requested under tne pemit, the amunt of pest;cide
product tu be ‘applied per acrd, whether the chemical has been sus-
pended or: mce}.led in the past, and results of the &ta sntnitted
in connect:.on with the pemt.

' C.™Dpata_in Support of an Experimental Use Permit. -

been proposed in 40 CFR Part 158. This rule will be published in
final form during 1983. These guidelines describe these data
requirements. : .

The Agency has tried to allow for as mach flexibility in data
requirements as is feasible. The Agency plans to regquest only those
data necessary to evaluate whether the use of a product under a
permit would result in an unreasonable adverse effect on humans or
the enviromment for the duration of the testing period. ‘
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The Agency realizes that data reguirements should be flexible;
that is, data requirements should vary depending on the proposed use
pattern and the sites to be tested. While the Agency must, out of
necessity, base general data requirements on broad use categories,
it does mtend to waive data required to support an experimental use
permit mit if the data would not be necessary in evaluating potential
hazards to man and the enviromment arising from use under the permit.
Similarly, the Agency may request data in addition to that described
in the guidelines, if suchk data are: necessazy to detarmine whethez
a pctential hazard. to man. or. tbe envixonnent may exist. e

Studies which are required to sngpaﬁ.. an application far a per-:l.t
are generally a subset of those necessary to support registration of
a product under sec. 3 of FIFRA. Therefore, in delineating data
requirmts for experimental use permits, the Agency has chosen only

to propose a. list of the tequired tests. Each propa&e& test is
:eferenced ‘to the approp:iate subdivision of the guidelines (Subdi-
visions D. E, F, G, J, L, and N} which specify the standards for
acceptable testing dnd the infa%tion required in the test reports.
To reprint the standards for each tast wnuld only xmnecessarily
lengthen t.hese registratmn glndeimes. S

1.. , ‘G‘enéral requirements. Section 112-1 identifies the
general classes of data necessary to support an application for an
experimental use permit. It also sets forth standiards for data
requirements, waivers of data submittal requirements, status of
data reviews in connection with a permit, and the potential of
hazards to' endangered and threatened species. | This section ‘clari-
fies the statiis of data submitted in ccmectlen wzth a permt
applicatxe - ince use of a pesticide under an expermental use

it is nerally limited and carefully ccntrolled, the data
evaluate the accep*a.bi..ity cﬁ an expe.rmental use
‘ extensive than that needed s evaluate a. :ega.stratmn
In some circmnsta.nces, data which would not be
support a’ reqxs*zat..os may be adhquate /o] support a
ore, an applicant should not assume that  since the
data had been’ ‘accepted in connection with an azpermental use -
permit, such data would also be suffiéient to meet ‘the requirements
for registration (although this will be the case in many instances).
When non-acceptance might be likely, the Agency will try to point out
those instances to individoal applicants. Fm:t}zermre, due to the
. 120-day tine restraint placed on the Agency m ‘connection with per-—
nit review, data submitted in commection with a permit which are
not raqﬁlred to support the permit might not be reviewed.  Accord-
ingly, an apph.cant should not assume that all““‘da.ta submitted in
m&c‘:;on with an expexlmental ase pemt hav‘ ! heen revzewed and
found acceptable. il

As stated in paragraph {c} of this section, the Agency, in
coordination with the U.S. Depariment of Interior, is iikely to deny
application for any proposed testing of experimental pesticides -




unless available data or proposed use ‘pattern clearly indicate minimal
potential threat) in areas where endangered or threatened species .
or their critical habitats are known or expected to be present.

2. Product chemistry. Data requirements for product chemistry
(§ 112-2) have been divided into two groups: requirements for all
uses and requirements for food uses. The data reguirements for
product chemistry are somewhat flexible. The Agency realizes that,
for new chemicals, a mamufacturing procass has usually not been
developed beyond the pilot plant stage. The Agency also realizes
that a- declaration and certification of ingredient limits may not be
possible. Therefore, the data reguirements are based,.to -some extent,
on the information available with respect to the product’s stage. of
developmernt. ' ) ' :

"3, Environmental fate. Data rejulrements concerning the fate
of a pesticide in the enviromment (§ 112-3) have been divided into
six categories of products: those with terrestrial faod crop and
noncrop uses; those with forestry uses; those with aguatic food crop
uses; those with aguatic noncrop uses; those likely to be di scharged
directly into aquatic environments; and those likely to be discharged
by indirect means or to enter wastewater ireatment systems. The data
requirements are generally the same as they have been for years, with
the exception of the deletion of data reguirements for an activated
sludge metabolism study, and the requirement that criteria be reviewed:
to detemine the need for a laborztory fish accusmviation study.  The
need for submitting data on a laboratory fish accuomilation study is
now contingent upon the criteria spacified in § 165-4(b)(2) being met
or exceeded. These criteria relate to the likelilocd of the pesticide
active ingredient and/or its rincipal degradation products reaching
water or having a half-life in water greater than 4 days, having an

-octancl/water partition coefficient greatesyr than ;om‘:, or a having

a prfopansityvto accumulate in the organs and tissues of mammals or
birds« ‘ - .

————

—

‘4. Human and domestic animal hazards. Section 112-4 describes
the toxicity data requirements relating to evaluation of human and
domestic animal hazards. These data requirements have been divided
into three groups: data reguired for the use of any pesticide; data
required for use of a pesticide which is likely to result in residues
on a raw agricultural commodity, food, or feed; and conditional
studies required depending on the nature of the pesticide, its use

‘pattern, ard/or the results of previously~-submitted toxicity data.

When an experimental use permit is accampanied, by a petition
for a temporary ‘tolerance or temporary exemption from a tolerance,
ddditional toxicity data as indicated in § 112-4(b) (2} are neces-—

. sary. These data are needed to insure that the public health is

protected during the marketing of cammodities treated with an
e::periment;l pesticide. If the thecretical maximal residue
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contribution ("IMRC™) 1/ is equal to or greater than 50% of the
maximal permitted intake ("MPI®™) 2/, then additional toxicological
information described under § 112-4(b)(2)(iii) is ordinarily re-
quired. [The Agency recognizes, however, that this mathematical
expression may not have taken intoc account all relevant factors for
all pesticides. accordingly, the sec. 3 regulations, at § 162.8(a)
{3), provide for a waiver of the additional data requ;rements upon
petition by the applicant.] Using this procedure should assure
that "adequa.te" ‘safety-data will be available for ‘toxicological
assessment of experimental use pesticides whoge uses :esult in
residues in or on food or feed. EPA intends to give special con—
sideration to minor uses when the TMRC will exceed 50% of the MPT.
The necessity of the additional data outlined in § 112-4€b)(2}(iﬁ.)
will be detemined on a case—by-—case basis.

5. Nontarget organism hazards. Section 112-5 outlines toxi-
cology data requirements with respect to nontarget organisms includ-
-ing insects, fish, birds, and mammzls. With the exception of the
nontarget insect studies, these reﬁgturements do not differ from
those that have been required. ‘over the pa.st several years. The
" Agency now requires the suhnission of a khoney bee acute contact
LD50 and acute toxicity to aquatic insects [§ 112-5(b)(2)]. These

are la.boratory studies often toutinely carried out by basic pesti— o

cide chemical manufactnrers. i o

G P:cdu‘ct performnc‘e. 'Section 112-6 outlines product pex- .
formance data requirements. In general, efficacy data will not be 3
required to support issuance of a permit. Certain exceptions, sm:h '
as public health uses and uses of cancelled or sx.,spended pesticides,
will be handled on a ‘,a.se-by—case basis.

Even though EPA will normally waive efficacy data reqm.re-ents
under § 112-6, the Agency reserves the authority to request on a case-
by~-case basis the summaries, as well as data, from product performance
tests to determine if an extension or remewal of an experimental use
permit involving a teq&est for additienal qua.nt.’znes of pesticide
would be warranted ‘

i/ “TMRC® is the amunt of a chemical zes:.due which is calculated
to remain in an "average™ adult human diet. The “average” diet
weighs l.Skgandlscaposedafdifferentfooﬁzemsmanmt
equal toc the calculated average intake for each food item. The
TMRC calculation is based on the assumption that the food item
contains the maximmus level of res:uine authorized by existing and
pendmg' tolerances.

2/ "MPI™ is the allcwable daily intake {ADI) times 60 kg
{average bady weight of hmns},
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7. Minor uses. EPA has developed several policies concerning
how it intends to handle minor uses and low-volume pesticides. While
these policies deal with registration procedures, they will also be
applied to minor use permit applications to the extent that they are
applicable. This includes giving priority to a minor use permit appli-
cation for development of data to support a minor use where no re-
gistered alternative is presently available.

II. ISSUES CONCERNING SUBDIVISICH I GUIDELINES

&

This part of the discussion explains the major issues identified
in developing the individual guideline sections of Subdivision I.

A. Testing Without a Permit, §§ 110-3 and -4.

Over th.e past few years, many gquestions have been raised concerning '
the need for a permit while testing a substance for pesticidal value.
' Regulations established under 40 CFR Part 172 contain § 172.3(a)

which deals with this subject. In these reqgulations, a substamce-er—
mixture of substances being put through laboratory tests, greenhouse .
tests, or limited replicated field trials, in which the only purpose
is to determine its pesticidal wvalue, is not considered a pesticide
within the meaning of FIFRA. ",

Many inquiries have been received concerning the l0-acre limi-—
tation established under these regqulations with respect to pest/site
relationships. Under the old "Land Use" example [§ 172.3(a)(1)], the
term “a particular pest” caused confusion. It was not clear whether
this allowed for testing of 10 acres per pest per site or 10 acres
regardless of pest or site. These proposed guidelines have rewritten
this example, docing away with the term “a particular pest." The example
is now broken down into three aspects for better clarification: ter-
restrial uses, aquatic uses, and animal treatments. These guidelipes,
as now stated, allow for testing against a pest or pests occurring
on the same site, at the same time, and in the same locality on mot
more than ten acres.

A person planning to conduct tests against the same pest in
several sites would request a determination from the Agency in accor-
dance with § 110-3(c). Such a reguest would set forth in writing
the reasons why the pesticide may not be efficaciocus against the same
pest when it occurs at two different sites.

v Labeling suggestions for pesticides not requiring a permit have
been included in these guidelines (§ 110-4). Several commenters have
stated that labeling requirements for pesticide products not requiring
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2 permit are unnecessary and outside the scope of the guidelines. The

Agency had contemplated listing label statements which must appear on

such labeling. However, the Agency feels that such labeling detail

may not be necessary due to the limited use and zela&vely tight

control of such chemicalis.

In addition, labeling of such products must be in compliance with
Department of Transportation regulations as well as FIFRA sec. 2(q)..
The Agency has instead listed phrases and statessnis which should not
appear on labels of these pesﬁici&es s to prevew: confusion with
products being used or shipped umnder an expex*m‘a&i use permit.
Preventing this cofzxusicn would heip preclude certain Agency requlatory -
enforcement actions that should he éireeta& oﬁly tmraré. ptoducts that
arebeingmvedillegally.*‘ ;

B. Cancelled or Suspended Pesticides, § 1105

An experimental use permit is ths only mechanisw available to
an applicant or registrant to gathex substantial new evidence in
connection with a pricr cancellatiosn or suspension order. It may
also be used to gather additionmal data in support of a rebuttal of
a presumption against registration or intemt to suspend or cancel a
registration, when such data cannot be gathered through use in
accordance with currently registered labels. Howaver, permits will
not be issued if the use involves treatment &f 2 fnod or feed item
for which theres are no permanent or remporary tolerances, unless
the food or feed item will be destyoyed. Secticn 1i0-5 of this
subdivision allows for the testing of pessticide products which
have been suspended or cancelled and pesticide products which are
under intensive Rgency review for a determination of rebuttable

presumption against registration {RPER} ox continued registration.

in experimental use permit will be issued for use of a cancelled
or suspended pesticide only when ‘the program is designéd to gathexr.
substantial new evidence which may materially affect the prior canm—
cellation or suspension crder, or relative efficacy of alternatives,
and when the use will not be sxpected to cause an unreasonable ad-
verze effect on man or the envircmment. A commentsry has suggested
that food or feed treated with 2 cancelled or suspended pesticide,
while being tested under a permit, should always be destroyed. Inm
mﬁez@amwmmtwwhsheﬁﬂ&r the chemical
on the cxop being tested or when Agency toxicologists believe that
treated foods would be uasafe for hwman or domestic animal consump—
tion, all treated crops will be reguired to be destroyed.

It is not tke Lugsucyts. z:x:mﬁ.:.:m +hat pew uses of sny cancelled
or susgendﬂd pesticvides m.i wizhin the scope of § 1ig-5. Thisg is
because the capcellatiom or suspensicn of a pestic iz oftex based
on a use/sits/pest relationship, and such 3 cancelilation or




suspension notice would then not apply to a new use. Likewise, the
Agency does not consider that new uses of any pesticides that have
been presumed against in registration (i.e., when the new use has
neither been registered nor previously submitted for registration)
fall within the scope of § 110-5. This is because § 162.11 of the
registration regulations is intended to cover only registrations
and registration applications, not experimental use permits. Appli-
. cations for new uses of pesticides which have previcusly been can-

celled, suspended, or presumed against in registration, will be
handled under routine permit applicaticn procedures. However, the
Agency will, of course, carry cut a careful review of all pertinent
data prior to deciding whether permits should be granted for the
new uses.

The Agency ls aware that a cancellation, suspsnsion. or pre—-
sumption against registration can be based on data which would be
applicable to all uses of a pesticide chemical. In those instances,
permit applications for new uses of the pestiszide would probably

be denied. Howeaver, in some cases, data on which a cancellation,
’ suspension, or presumption against 1egisttatimn'is hased does not
apply to all uses, and such uses must then be considered on their
own individual merits.

7/

C. Labeling, § 111-2,

Several questions were raised in connectiorn with the labeling
requirements in § 111-2{(a). Commenters questioned the requirement
for an appropriate limitation on entry of persons into treated areas.
They also pointed out that the data necessary to establish reentry
intervals are generally not available for new pesticide chemicals at
the time of permit use, and thusz compliance is impossible. In
addition, fields must often be entered to collect data required for
registration under FIFRA sec. 3; this activity can be in conflict
with the reentry limitations. The Agency has reviewed this aspect
and agrees that reentry information may not be available. EPA has
written this part to allow for adequate precautions concerning
protective clothing in lieu of a reentry interval. Due to the limited
and controlled use under a permit, such precautions should alleviate
potential problems associated with reentry while at the same time
allow for gathering of the necessary data for future registration.
See alsc part II.M. of this Discussion for further discussion on
reentry. o7 :

Under this same section, the requirements for a crop rotation
interval {the time interval between treatment of a crop with a
pesticide and the planting of a new food crop) were questioned. Some .
commenters believe that crop rotation intervals are too restrictive.
They point out that such data are generally not available at this
stage of a product’'s development. The alternative, an 18-month
rotation restriction on the label, was considered unreasonable since
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most farmers will not allow land to stand idle for this length of

time. While the Agency understands the concernm over such a labeling
restriction, it cannot ignore the possibility of illegal residues
occurring in crops rotated with treated crops. Iack of an appropriate
crop rotation restriction can result in such iliegal residues of a
pesticide. Crops harvested with such illegal residues are subject

to confiscaticn and destruction under the Federal Pood, Drug, and
Cosmetic Act. The Agency points out . that crop rotation data gathered’
during the pemit period may be submitted at any time. Upon assessment
of such data, 2 determination. w:.ll be made as to whether the resttiction
should be modified or deleted.

D. State Permit or License, § 11l1-4(ai{3}.

With the exception of a Faderal agency testing on Federal land,
the granting of a Federal pemit o ship and use a pesticide would
not eliminate the need for a permittee to obtain individual state
permits or licenses from the states in which he will be conducting
testing. Failure or refusal to obtain a required State permit or
license would result in the modification of a Federal permit by
deletion of testing sites in any state where a permit or license has
- not been obtained. Similarly, if a state refuses to grant a permit
or license for use of a pesticide product, such refusal would override
the Feﬂetal permit, with respect to that state.

E. Notification of Issuanéé of an Experimental Use 'Pefnit, & lll-_a(c).

. Under § 111-8, the Administrator will give prompt notice in the
'Pederal Register of the issuance of an experimental use permit.
Bmong other things, this notice will include a statement indicating
where the permit is available for public inspection. Due to FIFRA
sec. 10, the only information which will be made available to the
public is the labeling for the product and’ part of the letter of
permit issuance. Since the letter issuing a permit often contains
information concerning the product's development and may be proprietary
in nature, only that part of the letter dealing with effective dates,
quantity of product, tolerance establishment (if applicable}, states
to which the product may be shipped, and statements concerning the
accertability of the labeling are to be availible for inspection.
All ocher information would have to be obtained throegh ptocedm:es
set forth in the E'reedm of .nfemtxon Act.

F. Data %'emnts in General, Series 112.

Regoirements for data to suppo:t"a permit application vary,
depending on the proposed use. That is, agriculiteral uses gemerally
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require more data than indoor tises; However, indoor uses at times

may require types of toxicology or exposure data that are different

and more extensive than those for outdoor uses due to significant

potential exposure to humans. The data requirements are based on

potential exposure to man and/or the environment. Depending on this

potential exposure from the proposed use., additional data or different
types of data may be required.

G. Product chemistry Data Requirements, § 112-2. _

The Agency must have certain chemistry data to -evaluate pesticide
‘products submitted for permits. However, since many products are in
an early stage of development when a permit is requested, data which
are generally required concerning the manufacturing process, uninten-
tional ingredients, ingredient limits, and product analytical methods
may not be available to the extent raquired for registration of. such
a chemical. Commenters have suggested that certain allowances be
made in those cases when the data have not yet been developed for
new pesticide products.

The Agency understands that data concerning the manufacturing
process, unintentional ingredients, ingredient limits, and analytical
methods may not be available for new pesticide prcducts at this stage
_ of their development. In such casges, the Agency beliasves that the
following information is sufficient, in connecition with an experimental
use permit: ‘

. 1. In lieu of a full description of the manufacturing process,
a schematic diagram and brief description of the manufacturing process
should be submitted for a pesticide product which is in the development
stage. For registered pesticides, a full description of the manufactur-
ing process is requirxed.

2. & discussion of unintentional ingredients, when available,
and declaration and certification of ingredient limits are required
for established pesticide products only.

3. In lieu of full product analytical methods and data, rudi-
mentary analytical methods and data are required. For established
pesticide chemicals, analytical methods and data would be required,
when available. : - :

H. Ninety-Day Feeding Studies, § 112-4(b)(2).

The Agency has reqmésted, for many years, two 90-day feeding
studies (one employing a rodent and one a nonrodent} which establish




"12

a "no observed effect level”™ (NOEL), in connection with permit
applications accompanied by a petition for temporary tolerance(s).
This requirement remains unchanged as set forth in § 112-4.

a commenter, however, has:sdqgested that this requirement may
be excessive for the initial establishment of a temporary tolerance
in its first year. He believes that two 4-week studies should suffice

. for the temporary tolerancerand- thatg ‘prior to an extension or remnewal

of the tolerance, results of the two 90-dzy studies be submitted.

Whenever the use pattern of a pesticide results in repeated
human exposure to the product, its active ingredient, metabolites,
or degradation products, through an oral route of exposure, the Agency

' believes that the minimum amount of subchronic toxicity data needed

to support such a use would still be two 90-day feeding studies from
which a HOEL can be established. These studies are generally conducted
on the active ingredient, but may he requested on major’metabolites

or degradates in certain instances.

I. Acute Inhalation and Dermal Sensitization Studies, § 112-4(b)(3).

The Agency requires the submission of a dexmal senszt;zaticn
study and an acute inhalation study in support of a permit when these -
studies are regquired to support registration.

J. One-Year Interim Report on a Chromnic Feeding Study, § 112-4(b)(2).

In the past, the Agency has requested, in addition to acute and
subchronic data, information from ongoing or completed chronic toxi-
city studies in suppsxt of a petition for temporary tolerance(s),
when residue levels of a product exceeded 0.l parts pex million {ppm)
in or on a raw agricultural commodity. This was because residues
higher than 0.l ppm were expected to present 2 higher degree of risk
to man through oral ingestion of the treated commodity than would

. residues of 0.l ppm or less (an arbitrary breakpoint).

The Agency has decided to replace the 0.1l ppm criterion level.
In its place is a system which estimates potential risk to man based
on residue levels of the product in or on raw agricultural commodities
and on the toxlcologlc potency of the product. This more realistic
approach to estimating risk considers the independent nature of both
of these variables and the relative relationship between them. The
system involves use of the TRC {theoretical maximal residue con-
tribution) and the MPI (maximal permitted intake). {(These terms
are explained in part I.C-4. of this Discussion.) The higher degree 1
of potential risk ordinarily warrants submission of additional
roxicology data. Therefcre, in such cases, a one-year interim report
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on a chronic feeding study and & fifﬁtwgeneration interim report on
a reproductive study are required.

For products with established tolerances, the TMRC is calculated
from the cumulative total residues of the product in or on all treated
crops with existing and pending tolerances. ' The MPI is ordinarily
derived from the NOEL (no cbserved effect level) determined in chronic
toxicity studies already submitted to the Agency in support of the
establighed tolerances. When the TMRC sxcseds 50 percent of the MPI
and sufficient chromic data are neot availablis, a judgment is made on
the adequacy of the entire toxicclogic data base supporting the pro-
posed use. The judgment would incinds consideration of the jincre-
mental increase in exposure resulting from the proposed use.  Only
when sufficient toxicologic infurmation is not available or the
increase in exposure is significant would additiconal ﬁaﬁa from chronic
studies be required. :

For products withcut egtabiliahed aﬁi&f&h&éﬁ, the TMRC is calcu-
lated from the proposed use and othar pending tplerances. The MPI
is usually derived from the WOEL observed in chronic toxicity
studies. In the zbsence of chronic studies, the MPI may be derived
from a NOEL observed in subchronic studies and an appropriate
safety factor. When the TMRC exceeds 50 percent of the MPI and
the anticipated exposuze*resulting from the proposed use is signi-
ficant, interim reports on chronic feedinyg and reproductive studies
are required. ‘

A
Y

Following a careful review of toxicology studies regquired in the
past to support temporary tolerances, 50 percent of the MPI was
selected as the breskpoint that is most consistent with prior Agency
policy on toxicity data yequiremesnts. The intention of the new system
is not to appreciably alter the studies required, but rather to pro-
vide a more realigtic and scientificalliy-supportable means for esti-
mating potential risk to man. Egtimation of this risk necessitates
consideration of the inherent toxicity of the product as well as
residue levels of the product in or on raw agricultural commodities.
The Agency realizes that other relevant factors, particularly those
“elatlng to exposure, must also be taken into account when determining
the need for additional toxicity information. Therefore, the Agency
considers the 50 percant limit to be a flexible guldepost subgect to
reasonable variaticn on a cage-by—-case basiss

- X. Product Performance, & 112-6.

Section 3{c}{%} of the amended FIFRA provides that the Admini-
strator may waive data regquirements pertaining to efficacy.  The
Bgency intends to cperate op a policy of reguiring submittal of
efficacy data on a case=by-case basis for those products having
uses of kmown public health significance {as defined in § 162.18-2
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(4)(2) and (3} of the FIFRA regulations], and waiving efficacy -
data submittal requirements in connection with all other uses.
(Refer to § 90-1(b) of Subdivision G for details concerning waiver
of efficacy data submittal requirements.)

In general, those uses for which product performance will be
waived for registration will also be waived in connection with

) exper:mental use permits. Exceptions invclve permit extensions,

renewals, or requests for additional gquantities under a permit.

’ Beqistrants may alsoc choose to apply for experimental use permits

to test for pegt:icidal ef:ieacy; in those cases when residue data
related to tolerance a.p‘pl}.‘cations can be gathered simultanecusly.
product performance data may be required on an exceptional case
basis so that an evaluation of the need for add.xtzonal Eestlng o
under a permit. can be made.

L. Maintenance of Records.

The Agency currently requirés- all producers of pesticides,
produced in connecticon with a permit, to maintain records in accor-

- dance with 40 CFR Part 1€%. The Agency considers that such records,

if accepted-later in connection with registration, would become

‘part of the history of an application and should be maintained for

as long as the registration is walid. Such records may be held as
microfilmed copies, however, provided that the recordkeeper certi-

-

fies that such microfilmed rscords are complete and legible.

M., Reentry Datz.

Regnrements for data on field residues, exposure, and toxicoloqgy
to establish reentry levels appear in Subdivision K, Exposure Data
Requirements: Reentry Protection. The Agency requested public comments
in the process of establishing reentry intervals (43 FR 37350; 8/22/78).
The Agency‘s position at present is not to designate any reentry data
requirements for a permit appl:.catzon, only for a registration
applz.cat:.on.

N Géne Matation Tests.

Carrently, the Agency requires, at § 112-4(b}(2)(ii}(C), a battery
of three mutagenicity studies to assess gene mutations, chromosome
aberrations, and primary DNA damage, in support of a permit where the
product will be used on food or feed.
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Series 110: GENERAL

§ 110-1 Scecoe and intent.

{a} Authority. The Administrator of EPA is authorized by

FIFRA sec. 5{a) to issue an experimental use permit if he determines
_ that an applicant needs such a permit in :Q:r:ﬁar o accumulate

information required by FIFRA sec. 3. b Ay inclades development

of efficacy information for the purpoessa ¢ nguriny that labeling
submitted for registration contains dir ong for use which are
necessary and sufficient for the product user to schieve the expected
pest control results.} The Administrator iz alsc authorized under ’
‘FPIFRA sec. 5{g} to issue an experimental use permit
or private agricultural research agency or aducailoual
for purposes of experimentation. ‘ '

{b) Purpose of ssc. 5. The p 3 zsece. 5 1s to
regulate the extensive testing of mrw,w :i*;a fesrd de products
when such testing iz for the purposs of de m.mguziga ‘data to support
an anticipated product registration or iabel, ér when such testing
is for the purpose of undertaking experimental #fisld research
conducted by research azgencies z2nd educational Iinstitutions. The
law permits this pesticidal use of such products which heve not
first been registered. Products coversd by *‘“i*i.;: lation are

limited to those that reguire fiald testd y accunmulate
the necessary information for reospectin 3. . Section
S{d) of FIFEA provides that, in :ths case ¢ containing

: not heen iincluded
adminigizator may
ins whether the testing

any chemical or combination of chemicals
in any previously~registered pesticide, :
specify that studies be conducted o dsts
of a pestleide, comtaining a chemical or scmbination of chemicals
not included in 2 previcusly-rsgistered pesticids, under a permit
may ¢ause unrsasonable adverse effechs on humars ¢r ths environment.

{c} Intent. The intent of these guidelines is to amplify the
remurements set forth in the regqgulations (40 CFR Part 172} concernming
the procedures and basic dats regquirements for isgsuance of an
experimental use permit. '

{4} Purpcses. {1} Permit. The purpose of an experimental
use perwit iz o allow testerz to use their prospective products
under extersive, controlled, field or actusl use conditions, so
that they can develop data necessary to evaluats =fficacy and
potential for safe use or adverse effects on humans and the
environment. Mogt of these data would esventually be used to support
apphcatlcus ‘z' registration of the prospective product

{2} Subdivision I. 7The purposes of this subdivision are:s

{1} To provide pertinent informatiorn and irstructions o both
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applicants for experimental use permits and the public, relative to
four najor subjects:

{a) Current permit procedures;
(B) Data and labeling regquirements for experimental use pemmits

(C) Acceptable test methods for the development of required
data; and | . ‘ .

(D) .Infomtion required in r@orts from testing under an
exparinental use permit.

{11) To enable appiicants to inp:owe the qualitg, ccnpleteness,
and consistency of permit applications, thus permitting an efficient
review of applicaticns; and '

(iii) To.assure that both dzta development and review are
based on a miform set of standards.

(e} Distribution. Pesticides mnder experimental use permits
may not be sold or distributed other than through participants.
When sold or distributed through participants, such pesticides may
be used only at an application site of a cooperator and in accordance
withthstenaanlconditiamoftheape:inem:alusepemit. Pre- -

registration marketing programs for pesticides do not fall within
the scope of FIFRA sec. 5 nor do indefinite remewals of experimental

use pemits as a substitute for £911 registratwn.

§ 110-2 pefinitions.

Terms used in this subdivision, except the temm "applicant,”

shall have the meanings set forth in FIFRA, at § 162.3 of the FIFRA
sec. 3 regulations, and at § 60-2 of Subdivision D. In additionm,

for the purposes of this subdivision:

{a) The term "applicant” means any person who applies for‘an
expermtal use pemr., pnzstant to sec. 5 of the Act.

{2} Ths temm pem:.ttee' means auny applicant to whom an
experimental use pemt has been granted.

{e¢}  The tem ccaperatnr‘ means any person who grants permis-
sion tz a permittee or a pemittee‘s designated participant for
the use of an experimental use pesticide at an appl:.cat:.on site
cumed or controlled by the cooperator.

{d) The term "participant” means any person acting as a :
re;zesentatrve of the permittee and responsible for making available
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for use, or supervising the use or evaluation of, an experimental
use pesticide.

<

(e) The phrase "value for ‘pesticide purposes™ means that
characteristic of a substance or mixture of substances which produces
an efficacicus action on a pest. '

(£) The phrase "public or private research agency or educatiomal
institution" means any organization engaged in research pertaining
+0 the use of pesticides, or any educaticnal institution engaged in .
pesticide research. Any research agency o educational institution
whose principal function is to pramote, or whose source of income )
is directly derived from, the sale or distribution of pesticides
(or their active ingredients) does not come within the meaning of
this term. ‘ S

(g) The tem “experimental program® means the plans and
procedures of all activities to be carried out under the auspices
of an experimental use pemmit. -

{h} The texm "residential areas” means those areas where an
application of a pesticide is to be made directly to humans or -
pets or where application of a pesticide is to be made in, on, or
around all structures, vehicles, or areas asgociated with the
household, home life, or noncommercial areas -where children spend
time. These areas include but are not limited to: -

{1} .Gardens, pon-commercial greenhouses, yards, patios, houses,
pleasure marine craft, mobile homes, campers and recreational
vehicles, non-commercial camp sites, home swimming pools, and
kennels; :

- {2} Articles, objects, devices, or surfaces handled or con-
tacted by humans or pets in all structures,. vehicles, or areas
1isted in paragraph (h)(1l) of this section; and ’

(3) Educational, lounging, and recreational areas of pre- .
achools, nurseries, schools, and day camps. '

] ilo-3 Peéticide uses for which an experimental use permit is
required. :

_ {a) General. Except as provided by paragraph {b) below, an
experimental use permit will be required for the use of: (1) - ‘An
unregistered pesticide; or (2) A registered pesticide when used
in a manner inconsistent with its labeling, as defined under FIFRA
sec. 2(ee).
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{b) Exceptions. (1) when a permit is not required. An
experimental use permit will not be required when: :

(1) A pesticide is being used in accordance with an exemption
fram requirements of the Act issued by the Administrator under
FIFRA sec. 18;

(ii), Test:r.nq of a pesticide is anthorized by a state wnder
FIFRA sec.5(f) [testing of a pesticide under sec. 5(f) mst be in
accordance with Subpart B of Part 1,7213 PO

! ( (iii) A pesticide is being put through Ia.bo:atory ox greenhopse
tests, or lim:..ted replicated field trials; -and

(n) 'me purposé of the test(s) is enly to determine the value
- of the substance for pesticidal purposés or to ‘determine its toxicity
or cther properties;

| ‘ (B} The producer, applicator, or any other vperson conducting
; ’ a test does not expect %o receive any immediate benefit from the
pest control caused by the use of the substance in the test; and

(C) The product will not be used in residential areas where
it will be accessible t5 the general pub].ic, either in xts packaged
form or after application,

(2} Examples of uses for which a permit is not required. For
purposes of paragraph (b)(1l)(iii) of this section, the Agency will
presume that the following types of tests do not require an experi-

- mental use permit. Tests outside the following categories do not
necessarily require an experimental use permit. However, with
respect to tests outside the scope of the categories described
below, the user must be prepared to show that the test falls within
the scope of paragraph (h)(l}{m} of this section.

(i} Terrestrial use. (A} Tests wh:.ch are conducted on a
cumlative total of not more than 10 acres, provided that:

(1) When more than one intended target pest occurs at the
. same time in the same locality, the 10—acre test shall encompass
@ all of the intended target pests; and

(2} When more than one target pest is intended, and they do
not occur at the same time or in the same locality (or application
of the pesticide would not be at the same time), up to 10 acres
m2y be treated for each target pest.

(B} Any food or feed crops involved in, or affected by, such
tests {including, but not limited tc, crops subsequently grown am
such land which may reascnably be expected to contain residues of
such substance or mixture} shall be destroyed or cousumed only by
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experimental animals; or

{C) A tolerance or exemption from a tolerance has been
established for residues of the substance on the food or feed crop
involved, and such tolerance will not be exceeded.

(i1} Aquatic use. Tests conducted on a total of not more
‘than one surface-acre of water, provided that: -

(A}  Waters which are involved in, or which are affected by,
such tests will not be used for irrigation purposes, drinking
_water supplies, or body-contact aquatic recreational activities;

- ¢{B} No such test may be conducted in any waters which contain,
or which affect, any fish, shellfish, or other animals or plantsg
taken for recreation or commercial purposes and used for food or
feed unless a tolerance has been es:tablished and will not be exceeded
or unless an exemption fram the requirement for a tolerance has
been established.

r

(ii1i) Animal treatments. Tests shall be conducted only on
experimental animals that will not be used as food or feed unless:

(A} A tolerance or exemption fram a tclerance has been
established for any food (meat, fat, meat byproducts, egys, and/or .
milk) produced fram the animal which is likely to contain residues;
and

{B) The tolerance will not be exceeded.

(C) Request for determination. Any person who is uncertain
" as to whether testing may be conducted without a permit may submit
a request for determination to the Agency. Such a request shall
include all informmation pertinent to the proposed use and a summary
of all information known about the pesticide. ‘

§ 110-4 Instructions, labeling, and limitations for pesticides not

requiring a permit.

; (2}  Instructions. (1) Pesticides which are exempt from the
requirement to obtain an experimental use permit under § 110-3(b)
(1)(iii} of this subdivision should contain instructions necessary
to carry cat the intended testing. These instructions shouald be
provided separately from the label om the container.

(2) Instructions shousld not include pesticidal claims, Por
example, one cammot say “To control (pest}, apply..."; one can say
"To study effects of this product on (pest}, ApPplye.."™




20

(b) labeling. Iabeling of non-registered pesticidal chemicals
should not bear: : .

(1) Any pesticidal claims, either expressed or implied.

(2) A product identification (product name) which expresses
or implies pesticidal intent or value.

(3) Directions for use eﬁ:préssing or implying pesticidal intemnt.

(4) The vordé "Por BExperimental Use only™ (inferred association
with EPA Experimental Use Permit). However, the phrase "For research
‘purposes ‘only” might be appropriate. - o

(c) Limitations. Unregistered pesticide products which do
not require an experimental use permit under § 110-3(b)(1)(iii) of
this subdivision: - :

(1) Are still subject to the Hazaxdous Materials Transportation
Act and the Endangered Species Act. Studies with pesticides shall
not be conducted in areas comtaining, oF suspected of containing,
threatened or endangered plants or animals or their critical
nabitats. When there is some guestion as to whether such organisms
may be affected by prospective testing, the appropriate staff in "

the U.S. Department of Interior shall be notified. :

{2} Are limited in use to such studies as are necessary to -
support an experimental use permit and its labeling. This limitation
would not apply to public or private agricultural research agencies :
or educational institutions. - -

§ 110-5 %rimentaly use permits for 25' sticides under intensive review
" ‘of risks and benefits, and for cancelled or suspended

Es_‘!&’ cides.

{a) Pesticides under intensive review of risks and benefits. ‘
An experimental use permit for use of a pesticide which is under
jintensive evaluation due to a rebuttable presumption against ;
registration (XPAR} may be issued, provided that the proposed use
will not result in an unreasonable adverse effect on man or the
envircnmant, and: , S

{1} The proposed use does not involve treatment of a raw
agricultural commodity or feed or food item; ox

{2) The propuvsed use does involve treatment of a raw agricultural
commodity or feed or food item, and: A

-
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(1) Treated raw agricultural commodities or feed or food
items will be destroyed or used for research purposes only; or

(ii) ‘Treated raw agricultural commodities have permanent or
temporary tolerances or exemptions fram tolerances for residues of
the active ingredient in accordance with 40 CFR Part 180; treated
feed or food items have food additive requlations established for
residues of the active ingredient in accordance with 21 CFR Part
- 193 and/or 561; and all inert ingredients are cleared in accordance

with 40 CFR Part 180 Subpartn.

{b) Cancelled or suspended pesticides. An experimental use
permit may be issued for use of a pesticide at a site and on a pest
for which registration has been cancelled or suspended, provided -
that this use satisfies the requirements of paragraph {a} of this
gsection, and the proposed experimental program is designed for the
purpose of gathering substantial new evidence which may materially
affect a prior cancellation or suspension order, or to establish
relative effica.cy of alternmatives.
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Series 111l: PROCEDURES

§ 1111 General requirements.

{a) gperiﬁentai use p—:émit ‘applications. An application for an

experimental use permit must be submitted in triplicate. Each of

the three copies must be set up in bound remcvable sections lettered
A through G with margin tabs. A completed sxperimental use permit
application shall consist of:

(1) Application form. & cmﬁieted ‘application form for an
experimentzl use pernit, EPA Form 8570-17, or a more zecent equivalent,

{1) If mn&ampanymbet {item 23 kas aot been Izevimsl.y
agsigned, indicate “snone,” ami a nmer wﬂl ‘he assigned :

, (iii Third party apglicaﬁts {@m&& who will be testing another
firm’s registered product) need not complete item 11 on the fomm.

(iii} If a registered pesticide is being tested and the material
will be purchased locally, items 5 and 10 on the form may be left
blark. : .

{iv} Item 8 "product® means pounds {(avoirdupois weight) or
gallons of formulated product, zud pounds of "active equivalent®”
means pounds of active ingredients.

{w} Item 9 on the form *Proposed period of shipment/use.”
Give time for shipment of material, and the actual anticipated use
seasonr. Hote: wshenever possible, the Agency will use the earliest
date listad as the effective date for the pemmit.

{2}  Product chemistry data. Secticn A of the application

- shall contain the chemical and physical properties of the chemical

being tested, and a completed confidential statement of formmla,
EPZ Foxm B570-4. Refer to § 112-2 for the types of information
required in this section. . -

{3} iabeling. Section B shall contain the product's labeling
to be nsed under the permit. Refer to § 111-2 for the types of
informaticn required to appear on labeling, and the types of labels-
which may be used.

{4} Taxicology data. Section € shall contain pertinent
toxicity data with respect to humsn and domestic animal safety and
nontarget organism hazards. Section C shall consist of two parts:
Cl and €2. ©Part €l shall contain data on the toxicity of the
pesticide to humans and domestic animals, and part C2 shall contain

data on the toxicity of the pesticide to nontarget organisms.
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Refer to §§ 112-4 (for part Cl data) and 112-5 (for part C2 data)
for the individnal studies to be required.

(5) Residue and envirommental data.  Section D shall consist
of three parts: D1, D2, and D3.

(1) Part Dl shall contain residue data for food or feed com-
_modities [refer to paragraph (d) of this section]. If the permit

is accompanied by a pesticide petition, residue data on food/feed
commodities may he—refe:enced to Section D of the pesticide tolerance
ptition.

(ii) Part D2 shail cbnsist of residue data on:
(a) Nonfood crops such as tobacco {(refer to Subdivigion 0), and

{B) -roliage or other sites which may relate to wurker haza:ds
or adverse effects on the enviromuszut {refer to Subdivisions K and N).

(iii) Part D3 shall consist of aprropriate environmental fate
data on the effects of the chemical on the enviromment. Refer to
§ 112-2 for the types of envirommental fate data required.

(6) Product performance data. Section E shall consist of:

1) Information necessary to justify the proposed label con—
tained in Section B, program dossge rates, and quantity of material
requasted; and

(ii) Phytotoxicity data, unless waived by the Agency in
accordance with § 120-1(b) of Subdivision J of these guidelines,
and data concerning adverse effects on inanimate articles or
surfaces.

{7} Tolerance proposal. Section P shall consist of:
\
{i) A statement to the effect that the use proposed is a non-
food use; or

{ii) A statement that the food or feed will be destroyed or
used for research purposes only, as well as the type of testing in
the case of research (the Agency will assume that the applicant is
aware of the cost involved in destroying a crop); or

{iii) Appropriate citation to:

(A) Appropriate temporary tolerance proposal, if the permit will
aunthorize use on a new food or feed crop [refer to paragraph {d) of
this section];

{B) 40'CFR>Part 186, if the permit will authorize use on a raw
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agricultural commodity for which a t;cierance has been esi:ablished,
and the appropriate rationale to support the fact that the new use
pattern will not regquire an increase in the existing tolerance; or

(C) 21 CFR Part 193 or 561, if the permit will authorize a _
use for which a food or feed additive tolerance has been established.

. (8) Proposed testing program. Section G shall consist of a

full description of the proposed testing program to be carried out
under the experimental use permit. Refer to § 111-3 for the types
of information required in an experimertal program. )

(b} Experimental use permit review. (1) Ceneral. Upon
recejipt of a compiete application [refer to paragraph (a} of thig
section] for an experimental use permit, the Agency will review the
- submitted data and within 120 days notify the applicant of the
Agency's decision. A pemmit application that is accompanied by or
relying on a pesticide petition for a tolerance may necessarily be
granted on a crop destruct basis pending the campletion of tolerance
review. The Agency will try to review the tolerance petition within
the 120-day period. ‘ ‘ -

(2) Incomplete applications. The Agency will deny an,
application for a permit which the Agency finds incomplete (refer
to § 111-7 of this subdivision). The Agency will hold the application
for a pemmit for 30 days after it has notified the applicant both
of its denial and its statement dalineating the kinds the information
needed to complete the file for the permit. The application may
then be withdrawn by the applicant or returned to him by the Agency
mless: ‘ ‘ ‘ ‘

(ii The infcmtioh necéssa:y to complete the application is
submitted; or ' '

(ii) R letter is received from the applicant requesting that
the application be held by the Agency for a specified period of
time. This time period is not to exceed six months. At the expiration
of the specified time pericd, the application may be returned to
the applicant or withdrawn by the Agency. '

. (3) Resubmissions. Applications which are submitted, found
camplete, reviewed., and refused for reasons outlined in § 111-7 may
be resubmitted.

(¢} PFetition for tolerance. {1} Pesticide petition.  An
applicaticn for a permit to use an experimental pesticide on a raw
agricultural commodity must be accompanied by a petition for
temporary tolerance (or exemption from a tolerance) unless there is
a tolerance (for that pesticide on the commodity) which will not be
exceeded or uniess the commodity will be destroyed or used only for
research purposes. A petition for a temporary tolerance shall be
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accompanied by an advance deposit to cover fees as provided by -
40 CFR 180.33. Temporary tolerances are established under amthority
of sec. 408(j) of the Federal Food, Drug and Cosmetic Act.

(2} Food additive petition.  If the pesticide product will be
used in or on feed or food, it must be accompanied by a petition
for a food or feed additive tolerance. Food or feed additive
tolerances are established under auvthority of sec. 409 of the

- Pederal Food, Drug, and Cosmetic act.

(3) Data in support of petition. A petition for a temporary
tolerance (or exemption from a tolerance} or a petition for a food
or feed additive tolerance shall coctain such data as are available
on the subjects ocutlined in clauses (&)}, (B}, {C}, (D), {(E}, (F),
and (G) of 40 CFR 180.7(b).

{a) Referencing data. (1) Data that may be referenced. Data
required under Sectioms A, C, b, E, and ¥ of an applicatiom for an
experimental use permit may be referesced i€ the data have previously
heen submitted in comnecticn with an experimental use permit, an
application for registration or ame:mie& reg:.strat:.on, or a petitiom
for a pesticide tolerance.

(2) Information which shall not be referenced. Section B
(labeling} and G (experimental program) shall not be referenced.

{3} Infomtian necessary to reference dataz. When referencing
previocusly-submitted data, the :Ea}.&.emg information mist be
included:

{1) Appropriate accession number{s! assigned by the Agency;'

{(ii} The pumber or f£ile symbol of the experimtal use permit,
registration, and/or petition with which the data are associated; and

{iii) The date the data were submitted.

(4) Referencing by public or private agencies. Public or
private research agencies and educational institutions need only

- include the registration mumber of a product when referencing

data; however, if data are not referenced as indicated under paragraph
(d){3) of this section, the Agency's required 120-day limit for
review of an application may have to be extended.

§ 111-2 zabeling.

(a) General. Except as provided by paragraphs (b} and (c}
of this section and § 111-5 of this subdivision, every pesticide
product under an experimental use permit shall bear a label containing
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the following information. In addition, labeling must be in com—
pliance with §§ 100-3 through -9, and -11, Subdivision H, except
where negated by the requirements of this section. The label
shall include:

{1) The pranment statement 'For Experimental Use Only.
{2) The Experimenta.l Use Permit number .

{3) The stgtmnt *Not for saie to any person other than a
‘participant or cooperator of the EFh-apgroved xxperimntal Use.”

- (8) The name, brand, or trademark of the product {refer to
§ 100-7{a){2)] ,

(53 The name and address of the pemittee, producer, or
registrant {refer to-§ 100-7(c}l.

1Y

{6) The net contents {refer to § 100~7(e)].
(7) 2An ingredients statement [refer to § 100-7(h)].

{8} Hazard Warnings and Precaution Statements.

(i) All labels under an experimental use permit must carry
the following: !
i

{a) A signal word (*Danger.” "Warning," or "Caution™) based
on the acute toxicity of the preduct.

{B) The phrase “"Ksep Out of Reach of ch;ldren" (except in the
case of products that have no likelihood of coming in contact with
children during storage, handling, cr application; '

{C} A precautionary paragraph warning the user of hazards
which may be encountered in handling, storing, using, or disposing
of the pesticide based on the tox:.city of the product and its

proposed use;

(D) Appropriate first aid treatments and antidotes, if avail-
able; and A ' '

{E) Environmental hazard statements.

{ii) The signal word and the phrase “Xeep Out of Reach of
Children” must be in the proper type size and appear on the fromt
- panel of the label. The precauticnary and first aid statements may
appear elsewhere as long as they are referenced on the front panel.

{(1ii) Refer to § 100-8 of Subdivision H for additional




27
information concerning hazard warnings and precaution statements.

(9) Appropriate limitations (if known) on entry of persons
into treated areas, or a label statement requiring adequate protective
clothing. (Refer to Subdivision K.) . _

(10}  The establishment registration number, except in those
cages where:

(1) Application of the pesticide is made sclely by the producer
{refer to § 167.2(a) of the regulationsj; or

(ii) The establishment registration mumber is stamped on the
product container. [Refer to § 100-7(g) of Subdivision H.]

{11) Directions for use. bimctiﬁns for use on an experimental
use permit’ label must contain the following information:s -

(i) Crop(s) or site{s) on which the product is to be used;

(11) The pest(s) which the product is be used against, or
response the product is intended to induce;

{111y The dilution and/or application rate(s) to be usaed;

, (iv) The method(s) of application to be used, including types
of application equipment inwolved; :

1 . o
{v) The timing of applicationm, inciuding timing intervals;
{vi) Pre-harvest intervals when crops are to be treated;

(vii} A crop rotation intarval unless data have been submitted
showing no pesticide residue carryover; '

{viii) A statement concerning proper ﬂstorage and disposal of
the pesticide and its container that incorporates the methods
specified in § 111-3(a}(8); and )

{ix} Any other information necessary to assure safe and
effective use of the product for its intended purpose.

{123 A misuse statement. This consists of a statement that
use of the pesticide inconsistent with the terms of the experimental
usSe permit is a violation of Pederal law.

{b) . imental am as directions for use. When the
experimental program contains directions for use, the label shall
state that the product must be used according to the directions in
the experimental program. In addition, the program must accompany
the product and contain the following:. .
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(1) The statement “For Experimental Use Only”;

(2)  The statement "This program must be in the possession
of the user at the time of pesticide ‘application"; and

{3) The EPA Experimental Use Permit Numbér.

(c)  Supplemental labeling. = Supplemental labeling {labeling

‘ugsed in connection with a registered jlabel) describing the prospective

use under a permit may be used only in connection with an already-
registered product and shall contain the following information:

(1) The prominent phrase "For Experimental Use only”;

(2) The statement “Supplemental Labeling for the Experimental

(or site) )o" {The name of the registered product, the
product’s registration number, and the crop or sites shall be filled
in.); : o :

{3) whe statement “For use only at an application site of
a cooperator and in accordance with the terms and conditions of
the Experimental Use Permit™; '

(4) pirections for use or a statement referring the user to
the experimental program for directions for use; '

{5} e statement “All applicable directions, restrictions,
and precautions on the EPA~registered label are to be followed";

{6) The statement “This labeling must be in the possession of
the user at time of pesticide application”;

(7% The EPA Experimental Use Permit Number; and
(8) The name and address of the permittee.

() Langquage. The language used on labeling shall be in
compliance with § 100-6(g) of Subdivision He.

. {e) Prominence and legibility. With respect to prominence
and legibility of the print, all labeling shall be in compliance
with § 100-6{c) of Subdivision H.

{£} Point source discharge. Products under an experimental
use permit which are used in a manner that might result in a point
source discharge into a body of water must carry the following
precagtion: "Do not discharge into lakes, stxeams, ponds, or public
waterways unless in accordance with an NPDES permit. For guidance,
contact your Regicnal Office of the EPA.”
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(g) Departw: of Transportation labeling reguirements. The
Department of Transportation (DOT) has labeling regquirements for
the shipping containers of pesticide products. See 49 CFR
Parts 170-189. Registrants may incorporate the DOT hazard symbol
(commonly called a "DOT diamond™) in their product label if they

so desire, provided it remains separate and distinct from that
labeling required by EPA.

. {(h} Claims. (1) Since experimental use permits are issued,

in part, to gather efficacy data, claims such as “controls,®
"suppressed,™ or “repels”™ must be modified to reflect that the
product is being evaluated for such purpcses, i.e., “"toc evaluate
-control of," “to evaluate suppression of,™ or “to evalusate repellency
of” pest, growth, or behawvior. Such modification of claims must

take place throughout the lakel. '

(2) There may be no false or misleading statements on the
label. Refer to § 100-5(b} of Subdivision H for information concerning
false and misleading statements.

(1) {Reserved)

(i} Warranty. Statements expressing or implying that use of
a product is beyond the control of a permittee are not allowed.
The vse of a pesticide under an experimental use permit must be
umder the total control of a permittee. Refer &tz § 100-5(b)(1l) of
subdivision E for additionmal infomation concerzing warranties,

§ 111-3 Experimental program.

{a} Required program information. The experimental program
in support of an application for an experimental use perm.t shall
contain the following information:

(1} Participants and cooperators. (i) The names and.
gqualifications of the individual participants who will be superv:Ls:an
the experimental work. _ -

(ii) The names, addresses, and telephone mumbers of cooperators
as they become available. Applicantimust certify that the
cooperators and participants listed have been contacted and have
agreed tn participate in the experimental testing.

(2} States and acreage. (i) The states and territories in
which the pesticide will be used, along with the approximate amount
of product, active ingredient, and acreage to be treated in each

- state, and estimated number of test locations. When possible, give
the counties in each state where testinc will take place. When
acreage does not apply, give the extent of testing per state in
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more appropriate tetminology. States to which the product will be
shipped for further ‘distribution must be identified. -

(1i) EPA normally will advise proper officials in the affected
States within seven days of issuance of the permit and in any case
prior to the scheduled date of use. '

{3) Program details. The details of the proposed program,
includingr: . e , b ,

(1) A general description of the procedures and types of data
_planned to be collected during the test program. Note: submission
of a description of the pest control evaluation procedures to be
used in assessing the level of pest organism(s) or damage in test
plots is recommended, since the appropriate procedures and criteria
will vary for each use pattern. : ‘ o

(ii) The target pests or organisms the product is to be tested
against, or ths type of plant regulatcr, desiccant, or defoliant;

© (iii) The crops, animals, surfaces, materials, buildings, or
sites to be treated; ’ S

(iv) The approximate size and number of tests (including
replicates) per state; and '

{<) For seasonal pests and crops, the desired months for
pesticide application(s}, the use patterm, intended plot sizes,
number of replicates, dosage rates, method of application, season
of use, and timing of application ( preplant, postemergence, multiple,
and similar information}. S ‘

(vi) The proposed experimental program, including number of
years of proposed testing and the number of persons available to
gupervise the program. ; :

(4) Ccbjectives. The specific and det;ailed objectives of the
proposed program (i.e., type(s) of data to be collected, such as
perfornlance, yield, phytotoxicity, and environmental residues).
Indicate long-range testing plams, including how many years of
experimental testing are planned.’ ’ :

(53 Applications higher than label rate. Applications at a
higher—than—-label rate, for such purposes as phytotoxicity and
residue testing, shall be delineated. This shall include rates,
acreages, and, for food uses, dispositibn of treated crops or
animals. (See § 121-1(b}(3) of Subdivision J for phytotoxicity
testing rates.] ' -

(6)  Quantity of product. The paximum quantity of prodmct to
be authorized under an experimental use permit shall be sufficient
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to allow for the generation of all test results necessary to support
intended label claims. Regquests for amounts that appear to be
excessive or that have no justifiable rationales will either be
denied or reduced by the Agency to amounts which are adequately
justified by the infoma.t:.on submitted.

. (i) . The following criteria shculd_be used by an applicant to
determine the quantity of pesticide needed for use undser a pemit:

(a) The label variables being proposed by the applicant, such
as dogages, pests, frequency of application, method(s) of application,
«rop{s), site(s), use patterm, pest/crcp/sz.te distribution, and
-cultural or industrial practices, _—

~{B) The test plot size, replication, geog:aphical dist:t:lh:.ﬂm,
and nu-ber of plots per variable being considered. and

: (C) Registraticn test stanaarﬁs and requirements.

{1i) It is recognized that not all studies attempted will
result in the development of data supportive of the product claims
due to invalid tests, failure to obtain cooperators, failure of
pest populations to appear in sufficient numbers, climatic consider-
ations, and other factors. limited overages may be incorporated to
cover such pass:.bilities. -

(i.ii) I.d.nited experinental programs which may not lead to
registration in one or two years are acceptable. However, successive
extensions of permits which do not provide appropriate data or do
not make adequate progress toward registration llay be denied by the
Agency.

{iv} As a result of reviews {such as in toxicology, envirommental
fate, and fish and wildlife), the Agency may find it necessary to
reduce guantities below those necessary to develop product performance
test results or to deny issuance of a permit, whenever a sufficient
potential hazard would be expected to exist or whenever there are
insufficient data to determine the possible adverse impact of the
pesticide and its use on man or the enviromment.

{7) Duration. (i) a suitable duration for the permit which
is commensurate with the program should be proposed. Permit
applications which cover the entire period of proposed experimental
work are encouraged rather than applications seeking approval on
a year~to—year basis. If the permit period covers more than one
season, the applicant should ensure that the proposed testing
programs are outlined for sach season.

{ii) Proposed programs, when test:.ng is to be conducted over
several seasons, need conly be outlined in a geperal manmer (approximate
stundies, acreage, and use rates). Specific details may be supplied
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as they become available but must be gubmitted before the field
testing tasks place. ' ‘

(8) Disposal. (i) A statement describing the method of
disposition of any unused pesticide and unused pesticide containers
shall be provided.. Disposition may include disposal in accordance
with 40 CFR Parts 165 and 257, or return of the product to the
permittee. The permittee may dispose of or store the unused pesticide
and containers in accordance with 40 CFR Parts 165 and 257 or, if
the product is currently registered, he may relabel it and use it
in accordance with the registered label. TR e

(ii) It is the responsibility of the permittes to ensure that
pesticide containers are returned to the permittee for disposal or
that instructions are given to the participant and/or cooperator
for proper disposal. In the case of the latter, such instructions
ghall also be stated in the program and shall be consistent with
criteria and standards issued pursuant to the Resource Conservation
and Recovery Act (P.L. 94-580) in 40 CFR Parts 165 and 257.

(b) Agency and institutional programs. Research agencies and
educational institutions may request an "experimental program"
under an experimental use permit to cover the testing of those
pesticides and use patterms which comprise the research program of
the agency or institution. Such a program should list the pesticide(s)
to be tested, the use pattern(s), and acreage or sites to be employed
for each use patterm. _ : Y SR

(c) Inadedquate programs. Programs submitted for Agency review
and found inadequate {(e.g., lack of personnel to carry out the
program, or lack of detailed program) will be deemed unacceptable
and an experimental permit will not be granted.’ - S

§ 111-4 Permit.

' {(a) Issuance. A permit will be issued only after a review of
the data submitted or referenced in support of it has been completed
by the Agency and a determination has been made that conditions set
forth in all sections of this Subdivision have been met.

(1} A permit will be issued subject to such instructions as
necessary toc ensure that: ‘ - .

(i) There is adequate control over the use of the experimental
compound ;

(ii) The use will not result in an unreasonable adverse effect
on man or the enviromment; and
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(iii) Data necessary to register a compound or ensure that
labeling is in campliance with FIFRA sec. 2(q) will be gathered;

(2) Permits will be issued subject to: a' specified time

" period; a specified gquantity of product; use in specified states;
use in accordance with acceptable labeling and experimental program;
and the condition that the specified studies requested are conducted
during the experimental program. ’ , . :

(3)  Prior to shipment to or use in 2 state, a permittee
must consult with the pesticide regulatory officials of the state
and obtain a state permit or license if such is required.

(b) Amendments, extensions, and remewals. {1} Amendments.
Prior to shipment to unauthorized states, shipment of unauthorized
quantities of product, or use of a product contrary to accepted
labeling and/or program, an applican: must request in writing and
receive written permission to amend the permit. :

(2) - Extensions. E‘xﬁensicﬁs of time for an experimental use
permit may be requested.

- (1) A regquest to extend a permit shall be accompanied by -
the proper application form and supperting data as outlined in
§ 111-1(a).. Information previocusly submitted for sections A, C, o
D, E, and F on the application form may be refersnced to the original

- pemmit if appropriate. Sections B ans ¢ may not be refevenced.

(ii) All data pertaining te registration requirements which
have been collected to date under the original pemmit must be
submitted. The request should be accompanied by an up~-to-date
report detailing shipping and testing under the original permit.

(33 Renewals. A request for renewal of a permit will be
considered in the same manner as a request for extension.

{4} Unconducted programs. If an experimental program is not
conducted for any reason, approval of that same program for the
following year will be done on a pro forma basis without additional
review. ' _ )

(5) Tolerance extension/renewal. A permit established in
connecticn with a temporary tolerance or temporary exemption from
a tolerance and/or food or feed additive tolerance may be extended
or renewed only upon extension or renewal of the temporary tolerance
or temporary exemption froam a tolerance and/or food or feed additive
tolerance (unless full tolerances or exemptions from a tolerance
have been established in the interim). Refer to 40 CFR 180.33(b)
for the fees involved. WNote: if the extension/ renewal does not
involve any additicnmal guantity of pesticide (i.e., a time extemsion
to utilize material unused from the original permit), a fee is not
required.
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{c) Maintenance of records. All producers of pesticides
produced pursuant to an experimental use permit shall maintain
records in accordance with 40 CFR Part 169.

§ 111-5 © Importationm of pesticides for experimental use.

(a) Technical materials may be imported without registratiom
in sufficient gquantities to formulate a pesticide for which an
experimental use permit has been requested if the applicant for
such permit states that such importation wiil occur. The 1abe11nq
of ‘the technical material must comply with FIFRA sec. 2(q), and the -
material must be imported in accordance with the regulations for
inyortinq pesticides and devices, as delineated in 19 CFR 12.110.

(h) Formulated products imp::rﬁed without ' registration may not

be moved within the United States prior to being labeled with an
approved label from the Agency ( refer to § 111-2 of this subd.ivision).

§ 111-6 Program surveillance and reporting of data.

(a)} Program surveillance and reporting of adverse effects.
The permittee shall supervise the test program and evaluate the
results of tasting at each site of application. The permittee
shall also report immediately to the Agency any adverse effects
:esn.ltinq 45”z:c:m use of, or exposure to, the pesticide.

-

(b} Reports to EPA. Reports suh'nitted to the Agency shall
include the following:

(1) Name and street address of the shipper of any pesticide
covered by the permit, and place or places from which shipped;

(2} The names, »addresses,'and phone numbers of all consig;ees
and cooperators: _

{3} BAmount of each shiplnent:'

{4} Total quantities of techmical material imported, if any,
to formmlate pesticides covered by the permit; "

(5} List of states into wluch shipments were made;

{6} A description of the disposal action for all used pesticide
containers and any mused pesticides, including amount disposed of
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and the method and site of disposition {the disposal of pesticides
and their containers that are idemtified as hazardous waste pursuant
toc 40 CFR Part 250 shall be reported toc the Agency's Regional
a&mmsi:catm: in accordance mth 40 CFR secs. 250.23 and 250.43-5.);

{7} “The metbod of ai.pos,mon of affected food and/or feed-
and

{8} A full accounting of all material allocated under the
permit, e.g., shipped, uvsed, returned, or dastroved.

{c} Reports to USDE. 1In the case of any meat-producing
animlsorhudsthat:ecelmadi:ea:&agpncatinuofanyexpetimtal
use pesticide and will not be destroyed, the name and location of
the packing plant where the animals will be processed shall be sent
to the U.S. Department of Agriculture, Animai and Plani Heaith
Inspection Service, Washington, D.Z. 2025#%, at least 10 days before
the animals are to be shipped for siaughter. This requirement may
be waived, on regquest, by the 7.5. Depariment of Agriculture.
these provisions do not ezempt trested Sood-producing animals and
their products from compliance with oiher applicable inspection
requiresents.

{4} Failure to submit reports. Failure to submit required .
reports constitutes grounds for revocation of the permit, and may
constitnte a violation of sec. 12{a}{2}{¥) of FIFRA.

{e} Advance notificsticon. For the purpose of supsrviging the
pse of sxperimental use pesticides, the Agency may reguire the
permittee or any participant to give reascpable advance nctif:l.cati.on
to EPA or the state of the intended dates, Limes, and sites om
which such experimental use pesticide wiil be apphed.

{£} Entyry and inspectiorn. Ths wmttee, participants, and
covperators in the awperimertal use program shall permit any
authorized representative of the EPA or state enforcement personnel,
upon presentation of official identification, entry, at any reasonable
cime, tc any premises involwed in the testing program, to inspect
and to determine whether there has been compliance with the terms
and conditions of the permit.

§ 111-7 mefusal tc issve ané revocation.

{2} refusal to issue. Whenever it is determined that issuance
of an evperimental use permwit is not justified, or that the issuance
of soch a permit would cause unreascmable adverse sffects on humans
or the enviropment, or that for asny cther reason provided under
the law 2 permit shall mot be issued, the applicant shall be notified
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in writing. The applicant may then reguest & waiver of such conditions
within 30 days after receipt of a letter outlining the reasons for
refusal, or he may reguest that the permit application be placed in
abeyance while information necessary to correct the original
application and bring it into compliance with these regulations is
being obtained. [Refer to § 111-1{b}(2) of this subdivision.]

. {b} Revocation. {1} The ‘Administrator may revoke an experi-
mental ase permit if: :

{i} ‘The temms or conditicas of the pemit are being violated;

{ii) The terms or conditions of the permit are inadequate to
avoid unreasonable adverse effects on man and the enviromment;

{iii) The tolerance or the exemption from the requirement for
a tolerance will be inadequate to. protect the public healthy

. {iv) The labeling is not adeguate to protect applicators,
users, or workers exposed to & pesticide; or

{v} ‘The applicant has failed to meet any provision of §§ 110-1
through 113-1 of this subdivision. . :

{2} The Administrator will motify the permittee in writing
of such rewocation. '

{3} The parmittee shali motify 211 participants of such
revocation as soon as _passibie after he receives notice of revocation.

{4} The revocation of & pemmit shall not preclude the
Administrator from initiating civil or criminal sanctions for
viclations of the pemmit conditioms or as otherwise authorized by
law. '

(G conference. In the event that an applicant for an experi-
mentzl use permit wishes to contest the refusal to issue an experi-
mental use permit, or a permittee wishes to contest the revocation
of a permit, he must, within twenty days after receipt of notice
of such refusal or revocation, file with the Administrator a written
request for an opportunity to confer with the Administrator or his
designes. Within twenty days after such conference, the applicant
or permittee will be notified of the Administrator's final decisiom.

' § 111-8 Publication.

) {a) Hotice of receipt of application. The Administrator
shall publish a notice in the Federal Register of receipt of an
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apph.catlcn for an experzmental use pemt upcn finding that issuance
of the experimental use permit may be of regiomal or national
significance. This notice shall include:

(1) The name and address of the applicant; -

(2) The active ingredient(s);

-

{3} The use pattern(s}; _

(4) The quantity of pesticide requested;

{5} The total acreage (sites} to be treated;-
(6) The location of area(s) of appliéation(s):
(7} The proposed dtmation of the permit;

(8) A statement soliciting comments from a:iy interested
. persons regarding the applicat:mn. and

(3} &Any other infomation pertinent to the regm.ona.l or natiomal
- significance of the permit.

(b} Public hearing. The Administrator may hold a public
hearing in accordance with sec. 21(b} of FIFRA, and publish notice
in the Pederal Register of the date and location of the hearing,
vhen he determines that there is sufficient interest in the
application to warrant a hearing based upon the comments received
in response to the Notice of Receipt of an Application, or that a
hearing would otherwise be in the public interest.

(c} Issuance of experimental use permit. The Administrator
shall give prompt notice in the Federal Register of the issuance of
an experimental use permit. The notice shall include:

(1} The name and address of the permittee;

{2} ‘;:he active inéredient( s);
{3) The use pattern(s);
(4) The quantity of pesticide authorized; :
(5) The total acreage (or sites) to be tre;ted;
{6) 'The states where applicatibﬁ will take place;
(7) Effective dates of the pemit} and

(8) A statement :.nd:.cat:.ng where the experz.mental usev pe_mit—
is available for public inspection. :
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(d) Availahility of permit information. In accordance with
sec. 10 of FIFRA, the only information which will be made available
tnthepuhlicvillhehbelingfortheptoductandthatpartof
the letter of issuance for the experimental use permit dealing
with the items listed in (1) through (5) below. (All other information
must be obtained through procedures set forth in the Freedom of
Information Act; see 40 CFR Part 2.) ‘ o

- (1) . Effective dates;

(2) Quantity of product granted;

~

(3)  Tolerances established (if any); o
(4) States to which the product may be sent; and

(5) - Statements concerning the accepted labeling.
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Series 112:  DATA IN SUPPORT OF AN EXPERIMENTAL USE PERMIT

§ 112-1 General requirements.

(2) Data requirements. (1) The following types of data are
required in the support of anﬁppllcation for an experimental use
pemit. .

R ¢ § General chemistry information on the product; refer to
§ 112-2: - : ‘ ‘

(11) Envirommental fate dat;: refer to § 112-3;
(iii) ibxico1ogy data; refer to § 112-4; j

{iv) Nontarget organisms data; refer to § 112-5; and

(v)  Pesticide product performance data; refer to § 112-6.
(2) Data submitted in connection with an aéglication for an

exparimental use pezlit often point out possiSI"‘problens with the
pesticide's use or disposal, and may therefore cause the Agency to

.request additional data.that.are not routinely required. The Agency

intends to require data beyond those set forth in these guidelines
if such data are necessary for the Agency tc determine whether the
proposed use(s) w1ll.resu1t in any unreasonable hazards to man or s
the enviromment. ‘ s

(3) Data need not be submitted or referenced when test;ng
an EPA-registered prodnct unless the testing involves:

(i)' A new food use; or

(ii] A proposed use which might result in residues of the
active ingredient being present in food or feed at a level higher
than that of an established tolerance.’

(4) 'Due to the limited time for reviewing permits mandated by
the Act and the limited exposure and controlled use conditions that
must exist during the permit period:

-{1) Acceptance of data submitted in support of an experimental
use permit does not necessarily mean that these same data will be
acceptable in support of registration. The Agency will try, however, .
to notify applicants if data are acceptable in support of an
experimental use permit but not for registration.

(ii) Data submitted in connection with an experimental use
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permit but which are not necessary to support the permit may not
have been reviewed. Applicants should not assume that all such
submitted data have been reviewed and found acceptable.

{5) 1If data required by this subdivision to obtain an
experimental use permit would not be required in order to obtain
| a conditional registration under FIFRA sec. 3{c){7) and 40 CFR
| 162.18«-2, these data need not he snhmitted to support the applicaticm
for a pemitp

(h) Waivers and deviations. (1) W¥aivers. Some studies '
required in §§ 112-2 through -6 may not be necessary, depending on
the pesticide being tested, its proposed use, and the quantity of
pesticide to be tested. Section 5(a) of FIFRA allows an applicant
to request a waiver of the requirement to submit data if he feels
that such data are not pertinent te his particular product. It is
the responsibility of the applicant to decide which studies may not
be necessary and to submit an appropriate rationale to support hig
decision. Such requests will be reviewed by the Agency on a case~
by-case basis.

(2) - Deviations. The Agency fully realizes that the standards
for acceptable testing specified in these guidelines are not always
appropriate for every produet.. For certain products, some test
standards may be wholly inapplicable. At times, the standards for
conducting a test may have to be modified to accommodate unusual -
products. In these cases,xthe Amcy will review dev:.a.tions from

{c) Endangezed/threatened species. The potential hazards,
due to proposed pesticide use(s) or disposal during an experimental
use permit, to endangered or threatenmed plants and animals, or
their critical habitats, will ke considered by the Agency. Imn
coordination with the U.S. Department of Interior, the Agency will
evaluate all available information to determine if the permit’
program should be approved, modified, or denied. The applicant
should carefully determine whether geographical areas selected for
the permit activities contain, or are suspected to contain, threatened
or endangered plants or animals or their critical habitats. It is
suggested that the applicant check with applicable State/Federal
agencies prici' to £iling application for an experimental use permit
to ensure that action under the permit will not result m adverse
effects on endangered or threatened spec:.es.

{d} New uses for reg:.ste::ed pesticides. ‘Agency policy intends
that, in no instance, will the data requirements to support an:
application for a permit covering a new use of an already-registered
pesticide be more stringent than the data requirements to support
ﬂ:e conditional reg15trat:.cn of that new use.
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§ 112-2 Product chemistry.

(2) - Genmeral. All product chemistry studies required by this
section should be carried out as specified in Subdivision D of
these guidelines or by canparable protocols.

(b) Data requirements. Product chemistry requirements for
Support of an experimental use permit shall incliude the following:

(1) For all uses:
(1)  Product identity; refer to § 61-1(a) for required information.

(ii) Disclogsure of ingredients; refer to § 61-1(b) for
required infomation. ) : :

(1ii) A description of the mamafacturing process; refer to § 61-2
for required informhxtion. For a pesticide chemical vhich is in
the development stage {not in full scale production), a schematic
diagram and/or brief description of the mamifacturing process will
suffice. ' ; — . .

{iv) Product analytical methods and data; refer to § 62-1 for
regquired information. For a pesticide chemical which is in the
developmental stage,. a rudimentary product analytical method and
data are required. , - :

{v) Physical and d:anical properties; refer to §§ 64~1 through
21 for required information. :

‘ {vi} submittal of samples; refer to § 65-1 for required
information. -

(vii) A discussion of mintentional ingreliemts (refer to § 61-
3) shall be submitted to the extent that this information is available.

{(2) 1In addition to those studies required in paragraph (b)(1) of
this section, a declaration and certification of ingredient limits
in accordance with § 62-2 will be required for products with food .
uses, to the extent that this information is available. ’

§ 112-3 Environmental fate.

{a) General. 2ll enviromsental fate studies regquired by this
section should be carried cut as specified by Subdivision
N of these guidelines or comparable grotocols.
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(b) Data requirements. Envirommental fate data requirements
for support of an experimental use permit shall include the following
stndies- .

(1), ‘rerrestrial {noncrop, orchard, field and wyegetable crop)
- uses. The following data are required for pesticides to be used
on ercha:d, fJ.elé, and vegetable crops and in noncrcg areas:

(1)“ A hydtolysi.s stndy refer to § 161-‘? for required j.nfomt.ion

(1i) An aerchic soil metabolism study; refer to $ 162-2 for
' :eqn:i.:ed information. <

(1ii) a confined accumulation study on rctatianal crops, for
uses involving crops that are rotated; refer to § 165-1 for required
information. In liea of this study, a crop rotation restriction -
may be placed on the label. :

(iv) On a case-by-case basis, laboratory studies of pesticide
accummlation in fish (refer to § 165~4 for required information)
only when the criteria specified in paragraph (b)(2) of that section
are met or exceeded.

: (2) Forestry uses. The following data are required for
. pestl cides to be used in forests, forest tree nurse:ies, or in
reforestation sites:

(1} A hydrolysis study; refer to § 161-1l.

(ii) 2n aerobic soil metabolism study; refer to § 162-2 for
reqnired information.

(iii) on a case-by-case basis, laboratory studies of pesticide
accumulation in fish (refer to § 165-4 for required information)
-only when the criteria spec:.fied in paragraph (b)(2)} of that section
"~ are met or exceeded.

(3) Aquatic uses (fodd crop). The following data are required
for pesticides to be used on agquatic or semiaquatic crops:

(i) A hydrolysis study; refer to § 161-1 for required
information;

(ii) An aerobic aguatic metabolism study; refer to § 162-4
for required information; and

{iii} A confined accumulation study on rotational crops, for
crops that are rotated; refer to § 165-1 for required information.
In lien of this study, a crop rotation restr:.ct:.on may be placed on
the label.
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(iv) o©m a case-by-case hasis, laboratory studies of pesticide
accumulation in f£ish {refer to § 165-4 for required information)
only when the criteria specified in paragraph (b){2) of that section
are met or exceeded.

{4) Aquatic uses {non-crop). The following data are required
for pesticides to be used in or adjacent to any aguatic site other
than that used for production of human food or darestic animal
feed: "

(1) A byarolysis study; refer w § 161-1 for reguized

(i1) an zexobic aguatic metabolism st:mty: z:efer o § 162-4¢
for required information. : )
(1ii) Laboratory studiss of pesticide accumulation in fish
{refer to § 165-¢ for reguired infommation) only when the criteria
specified in paragraph {b){2) of that section are met or exceeded.

{5y tic impact uses (direct discharge}. The following
data are vegquired for pesticides discharged directly into the
natural agquatic envirommen: in association with their use or the
typical method of disposal of pesticide-treated water: o

{1} 2 hydrolysis study; refer to § 161-1 for required
 information. ’

{11) 2rn aerchic agmatic metabolism study; refer to § 162-4
for required information, ‘
{1ii} raboratory studies of pesticide accumulation in fish
(refer to § 165-¢ for reguired information) only when the criteria
specified in paragraph (b}{2)} of that section are met or exceeded.

(&}

§ 112-y

{38) Gemeral. al} toxicology studies reguired by this section

cut as specified in Subdivision F of these guidelines or other
comparable protocols. Specifically, comparable studies
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conducted in accordance with the toxicology guidelines developed

by the Organization for\Eccnmic Cooperation and Development (OECD)
may also be used to meet the data requirements o
of this section. : S '

(b)Y ©Data requirements. The following toxicity data, with
respect to hazards to humans and domestic animalg, shall be submitted
in an application for an experimental use permit:

(1) All uses. The following ars reguired for all pesticides:

(L)  Acute oral LD50 in one spacies (rat) for the end-use
product; refer to § 81-1 for required information;

(1i) Acute dermal LDSO in one species (rabbit) for the end-
use product; refer to § 8l-2 for required information;

 (iii) Primary dermal irritation in one species (rabbit) for
the end-use product; refer to § §1-5 for required information;

(iv) Primary eye irritation on one species (rabbit} for the
end-use product, if not strongly acidic or strongly alkaline, or if
not deemed corrosive or a severe irritant in dermal tests; refer to
§ 81-4 for regquired information; and :

(v) Other conditional studies as required by paragraph (Db)(3)
of this section. -

(2) PFood uses. The following are required where pesticide

application will result in the possibility of residues of the
pesticide occurring in or on food ox faeed items.

(i) When all food or feed treated under the permit will be
destroyed ox used for research pwrposes, only the toxicity data
listed in paragraph (b)(l) of this section will be re_qtu‘.red.

(ii) when permits are accampanied by a temporary tolerance,
food additive tolerance, or exemption from the requirement for a
tolerance, the following studies employing the technical grade of
each active ingredient in the pesticide product are required:

{A} Two 90-day or longer subchronic ‘oral dosing studies;
refer to § 82=1 for required information. A no observed effect

level {NOEL) must be demonstrated for one rodent {rat) and one
nonrodent species; .

® A teratology study; refer to § 83-3 for required
information; ‘

(c) A battery of threse mutagenicity studies to assess gene
mutation, chromoscme aberratioms, and primary DNA damage;
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(1) A gene mutation test in bacteria with and without
metabolic activation; refer to § 84~2(b) for required information;

(2) 2n in vivo mammalian cytogenetic test; refer to § 84-3(b)
for raquired information; and

{3} An unscheduled DNA repair synthesis study in mammalian
cells with and without metabolic activaticn, or a sister—chromatid
exchange study in mammalian cells with and without metabolic acti-
vation; refer to § 84-4(c) or (e}, respectively, for reguired
information.

~. (431) In cases where the total commlative thecretical maximal
residue contribution (*TMRC® 1/) of all treated cropi{s}, including
contributions from all crops with established and perding tolerances
exceceds 50 percent of the maximal permitted intake {"MPI" 2/), the
following toxicology studies-conducted with the technical material
of each active ingredient in the pesticide product shall ordinarily
be required.3/ These studies are im additicn to those stated in
paragraph {5){2}{ii) of this section: °

(&) A one~year {or locnger) interim report on a chromic
feeding study being performed in accordance with £ 83-1. However,
it is not required that animals in this study be sacrificed for
the sole purpose of satisfying this requirsment. Data reporting -
and evaluation of the information in this report should be in the
format specified in § 83-1. This interim report should include
the following: :

1/ =mpc® is the amount of a chemical residue which is

.calculated to remain in an "average™ adult human diet. The

*average™ diet weighs 1.5 kg and is composed of different food
items in an amount equal to the calculated average intake for each
food item. The TMRC calculation is based on the assumption that
each food item contains the maximum level of residue authorized by
existing and pending tolerances.: :

2/ mupre is the acceptable allowable da:.ly J.ntake (ADI) times
66 kg (average body weight of humans).

3/ The Agency realizes that the 50 percent limit does not take -
into account all relevant factors for all proposed experimental
uses, particularly those relating to exposure. The Agency, therefore,
intends to consider the S50 percent limit as a flexible guidepost

. subject to reasonable variation oft a cage~by-case basis.
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(1) 2a complete description of the test substance, the protocol,
and the results of all observations and determinations made to date;

" (2) All available data on gross observations, body weights,
food consumptions, hematology determinations, blood chemistry
determinations, and additional tests (if any):

(3) The.réSultsAof:a#figrQSS nec:opsies and available
histopathologic data from animals that died or were sacrificed

(due to moribundity and/or planned interim sacrifice); and

~ (B) A first generation (or longer) interim report on a
reproduction study being pexformed in accordance with § 83-4.
pata reporting and evaluation of the information in this report
should be in the format specified in § 83-4. This interim report

(1) "A-ccmplete description of the test suBStanéefﬁthe protocol,
and the results of all abse;vations ané determinations made to date;

{2) Ail available data on gross observations, body weights,
maternal data, paternal data, litter data, apd additional tests
(if any); : : - =

(3) All data and repfodnctive’indices up through weaning of
all F4 generation animals; and : T

(4) The results of any grass necropsies and available histo~
pathologic data from animals that died or were sacrificed (due to
moribundity and/or planned sacrifice).

(iv} A permit for a new formulation containing an active
ingredient which is registered and for which a permanent tolerance,
tolerance exemption, or food additive regulation has been established
for the proposed use need only be accompanied by the toxicology
data required under paragraph (b) (1) of this gsection. This provision
is based, however, on the assumption that the new formulation is to
be used in such a manner as to not result in residues in excess of
the established levels or not be contrary to the provisions for

 specific tolerances in 40 CFR Part 180.

(3} conditional test rgggégements. ‘The permit application
must contain the following toxicity data if those data will be
required to suppert the registration of the pesticide product:

(i) Acute inhalation toxicity study on the end-use product;
refer to § 81-3 for required information; :

) {ii) Acute dglayedvneurotoxicity study on the technical grade
of each active ingredient in the end-use product; refer to § 81~-7
for required information; and "
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(iii) Demal semsitization study on the end-use pzoduct. refer
to § 81-6 for required information.

{4}  Inert in e&ientsw If apphcatmn will result in the
poasibility of res:.'gues occurring in or on food or feed, inert

ingredients in the fommulated product(s) should be exempted from
the requirement of a tolerance (40 CFR 180.1001)} unless al

-food or feed treated under the experimental use pemmit will be -

. destroyed or used only for experimental research purposes. Inext
mmmvhmhhweactheenaeMMMﬂ.Lmea

case-by~-case basis.

§ 112-5 . pata W’ ts concerning montarget organism hazards.

(a) Gemeral. B2l1 toxicity studies required by this section
. concerning hazard& to nontarget srganises should be carried ocut as
specified vnder subdivisions E, ®, T, and L of these Guidelines
or cther camparahle protocols.

(b} Data requiremesnts, In general, data on hazards to non-
target organisms are not required for indoor uses and those catdoor
uses not invelving contact with nontarget organisme. Permit appli-
cation data requirements for pesticides whose cutdoor uses inmvolve
likely comtact with nontarget organisms shall incinde the following:

(1 Mammal and bird studies. (i) Mamoalian LDSQ study;
this test is generally satisfied by the acute oral toxicity study
required by § 112-4(b}{1) of this subdivision, and degcribed in
detail in § 81-1 of Subdivision F;

{(ii} Avian single dose oral LDSG; refer to § 71-1 of
Subdivision E for reguired information;

v (iii) Avian dietary ICSO study on two avian species; refer to
§ 71-2 for reguired information;

(i;r) Fish acute ICS0 study on both a cold and wam water
species; refer o § 72-1 for required information; and

(v} = Acute toxicity to fresh water agquatic invertebrates;
refer tn § 72-2 for regquired information.

(2} Nontarget insect studies. (i) Honey bee acute contact
LDS0 study; refer to § l4l-1 of Subdivision L for required information.

(ii) Acute tox:.c:.t:y to aguatic insects study; refer to § 142-1
for reguired information.




§ 1126 Product perfarmance.

(a)  General. I‘ngeneral effic&cydatavxllnotherequired
msupparttheissmceofme:perimtalmpeuit.

(b) M €1) Initialgemits.‘ Efficacy data may be
requ.tzed mawa—hy—cmuhasis,fm:ﬂmfollmdnqmcam

(ﬂ ‘Public health uses dealiny with nicmopic organisms; and .

(1) meofcamenedormpm&adpecdci&s.

(2} mzm and amendments. Sumsaries of product
pcfomedatawﬂectedm&rmmimtameenitny _
hmmsudmawmmhymmﬁrmof
making:

(i) Determinations as to the need Euz adaitf.anal quantities
of product requested by the applicant;

(ii) Evaluations of requests for permit extensions; and

(111) w of requests for permit renewals.






